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Benefit & Risk: prmclples of risk management 

n Ddferent definlbons are used by regulators. Industry. and academia 

l Pre-markethg can be defined as risk detection and risk assessmenf or 
evalualion 

* Post-marketing can be defined as nsk detection. assessment, 
evaluahon AND risk c~mm~mcaf~on and risk m,“rmnahon 

* Risk management beg,ns welt before product approval 
* Entue spectrum of ‘risk managemenr actwtes span the lhfe of the drug 

Benefit & Risk: developmg innovative medicines 
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n Pharmaceutical companies’ mIssIon 

l To conttnue developing rnovatwe medunes to save lives. to 
prevent. cure. or manage diseases. to relieve palnkuffenng. and 
to improve qualIly of life 

l To bnng these products to market with an estabkhed safety 
profile at a reasonable level of certamty acceptable by the FDA 
and the general medical commumty 

n Consensus of patients, physlclans, regulators, and 
mdustry to bring maxlmal benefits with minimal risks 

n All medicines have some risk - how to strike the balance? 



Benefit & Risk: principles of risk management 

Analogy: good benetit/nsk management like household budget 

+ NO planning ahead-surprises occur 
- Greater nsk for cost overmns 
- Can be costly and pamful to manage cost ~“erru”s 

(reflnancmg debt, home equity loans. austere budgeting. 
credit card management, etc.) 

t Planning ahead - minimal surprises 
- Lesser nsk for budget overruns 
- When cost overruns occur. tend to be lesser in 

magnitude and easier to manage 

Benefit & Risk: principles of risk management 
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Analogy: good benefit/risk management like household budget 

n Risk management 

l NO planning ahead-surprises occur 
- Greater risk for unantlclpated safety issues to arise 
- Dlfticult to manage (labeling changes, mandated 

studies. restricted use, product wthdrawal) 

l Planning ahead - minimal surprises 
- Proactwe studies camed up front 
- Sgnals from clinical trials are followed up and 

quanttfied 
- Proactive design of post-marketmg surwllance studtes 
- Safety Issues mmlmzed and easier to manage 

Public expectation of risk knowledge at approval b greater than reality 
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Benefit & Risk: principles of risk management 

. Surveillance IS the responslblllty of all companies 
f Onus IS on manufacturer to collect complete. targeted lnformatlon on 

adverse events 

. Parbwsh~p wth regulator 1s cnt,cal 
f Reach consensus on areas of wk. as well as plans for assessment and 

comm”“lcatlo” of “Sk 
* Agreement on the development of tools 
* Goal IS lo mmm~ze surprises 

. Any gwdeknes should be based on tested systems 
* Vanattons ,n approaches across products 

Collective effort in establishing public health 
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. Define the nsk management ‘tools’and ,he,r relabve 
strengths & lkmltatlons 

n Develop risk management plans for each new product 

- Targeted post-appmvsl Ck”lCe3l program refinement Of 
concerns 

- spontaneous repor& rare went IdentlficallOn 
* What additional work needs to be done to assess risk 

. Formal FDA concurrence wth plan 
. lnlerpretalra” of algorithms and outputs 
l Annual rereuew of scope 
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n ldenbfymg new and novel approaches 

l Automated databases 
- RapId access to targe poputatlons 
- Support to keep valuable database resources w&able 
- Used by Industry. regulatory agenws. and academia 

l Pregnancy Reglstnes 
- tndustfy at the forefront of thar development and use 
- f&lb-company support of key reg&es (antl-epltepbc & anb-wral 

reglstnes, 
- Help I” wamng women of risks and prowdes #“put ~“to physam 

co”“sehng 

n Need to ensure use of systemabc approachs to managmg risk for 
physnans. pharmacists. and nurses (cannot have multiple. 
complex programs to juggle) 


